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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 24 November 2003 . 
2a)D This action is FINAL. 2b)|EI This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1J> is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim (s) is/are allowed. 

6) H Claim(s) 1 and 4 is/are rejected. 

7) |3 Claim(s) 2,3,5 and 6 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .1 21 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
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5) Q Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Status of the Claims 

Currently, claims 1-6 are under Examination. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter, which the applicant regards as his 
invention. 

Claims 1 and 4 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 1 , the phrase "highly pure" is indefinite because it is clear how pure would the 
compound need to be in order to satisfy the claim limitation. 
In claims 1 and 4, the phrase "suitable crystallization solvent" is ambiguous and 
indefinite. Any solvent would not be suitable for crystallization of a particular compound 
and the nature of the said solvent is essential for practicing the invention without 
guessing among multiple solvents or mixture of solvents. The Examiner suggests the 
inclusion of the proper solvents required and essential to practice the particular 
crystallization. 

Regarding claims 1 and 4 the phrase "such as" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 



Application/Control Number: 10/612,637 Page 3 

Art Unit: 1625 

Claims Objected 

Claims 2 and 3 as well as 5-6 are objected because of its dependency from rejected 
claims 1 and/or 4. 

Allowable Subject Matter 

The particular purification method of compound of formula I was not found disclosed or 
suggested in the prior art. The closest prior art, relevant to the instant purification 
method was found in D'Ambra, Us patents 5581011 and 5663412. D'Ambra discloses 
the purification of carboxylate salt of compound I via crystallization in alcoholic solvents 
ketone solvents, ester solvents, or ethereal solvents such as tetrahydrofuran. The 
disclosed salt is the one formed with cinchonidine, see for instance US patent '011, 
column 15 and Example 1, column 21, Example 2. D'Ambra does not disclose the direct 
recrystallization of the carboxylic acid from a hydrocarbon or an ether-containing 
solvent. 

CONCLUSION 

Any inquiry concerning this communication should be directed to Hector M. Reyes 
whose telephone number is (571) 272-0691. The examiner can normally be reached on 
Monday to Friday from 9am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner 's 
supervisor, Ms. Rita Desai can be reached on (571) 272-0684. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 308-4556 
or for regular communication and (703) 308-4242 for After Final communications. 
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Any inquiry of a general nature or relating to the status of the application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1235. 



Hector M. Reyes PhD JD 
AU 1625 
July 26, 2004 




RITA DESA1 
PRIMAflV EXAMINER 



